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HHCTPYKIHA
10 MEAHIHHCKOMY IIPHMEHEHHEO TIpenapaTta
(MHpOPMALHS [T CIICUMATHCTOR)
Humonuu
Peructpanuonnsrii Homep:
Toprosoe Hazpanue: Humonun

Mexaynapoanoe HenaTeHTOBAHHOE HA3BAHUE (MHH): Humogurinn

Jexaperennas gopma: TaGneTKH, MOKPBITHIE MITEHOYHON 0G0IOUKOM

Coctar

Kaxnas tabnerka, mOKpbITas NICHOYHOI 000TIOUKOH, COAEpPKUT:

Arxmuenoe seutecmso. HUIMOIUIUH - 30 MT,

Benomozamenvnvie  sewecmsa: Kpaxman  KykypysHeli — 68,00 wMr, uewmnonoza

MUKpokpucTaiieckas — 90,00 mr, noeuaon K-30 - 70,00 wr, KpocmoBHAOH - 80,00 Mr, Maraus

creapat — 2,00 mr;

Mamepuaner ons nanecenus ob6orouxy; FMC skenthiii (rumpomeiiosa, Makporoa-400, Makporomn-

6000, THTaHa TMOKCH]I, KPACHTENL OKCHI JKejle3a JKENTBIH) — 9 MF, nIponunearnukons — 1,00 mr.

Onucanne

OBanbHbIC, IBOSKOBBITYKIIbIC TaGIETKM, HOKPHTHIE IEHOUHOM 0G0M0YKOM CBETI0-KEITO o [BeTa

C pUCKOH Ha OJTHOM cTopoHe. Ha m3nome xenrorato-Genas mMacea.

dapmakoTepaneBTHYECKAS FPYNIa

brokarop «MeNIeHHBIXY KaTbIMeBEX KAHAIIOB.
Kox ATX CO8CA06

dapmakoiorndeckne cBoiicTBa

dapmakoIHHAMHKA

brokatop «MeaNeHHBIX» KATbIMEBBIX KaHATOB (BMKK), npoussoanoe L 4-nuruaponupuuna,
OKazbIBACT NPEUMYIICCTBEHHO LEPEOPOBAZOAMIATHPYIOWIEE W TIPOTHBOHIIEMHYCCKOE AeHCTEHE.
Moxer —npemoTBpaliaTe WM YCTPaHATE  Cla3M COCYIIOB,  BBLI3BIBAEMBIH  pasiMYHBIMH
BA30AKTHBHEIMM BEIICCTBAMH (B TOM YHCIE CEPOTOHHHOM, MPOCTATNIAHIHHAMI, THCTAMHUHOM).

- braronaps BeIcokoH mumodHIEHOCT TPOHTKaET Uepe3 reMarosHuedaniyeckuii Gapeep.
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IlpaKkThyeckn He BIMsET Ha IPOBOTMMOCTS B CHHOATPHANLHOM U aTPHOBEHTPHKYISIPHOM y3IIax, a
TAKKE COKPATHMOCTL MUOKAp/IA. Peduiexropro ysemuuneaer wacrory CepPHEYHBIX COKpaIlleHHi
(UCC) B oTBeT Ha pacimpenye COCY/IOB,

Y NMAUMenTOR C OCTPHIMH HAPYIIGHHSMH MO3TOBOIO KPOBOOOPAIEHU HUMOIUITAH, PACIIHpAS
COCYARI TONOBHOIO MO3ra, YNYYINAeT MO3TOBOE kpoBooOpamenne. Ilpu 3ToM mOmONHMTEIEHAS
nepysus, Kak IpaBHIO, BEIpOKEHA B O6IACTSX HOBPEXACHHBIX M paHee HEJOCTATOYHO
nepy3upyeMEIX KpPOBLIO YYaCTKOB MO3Ta. [puMenenne HUMOTUIMHA TO3BOAET 3HAYHTEILHO
CHH3UTE CMEPTHOCTE U YacTOTY PA3BUTHA HINEMHUECKUX HEBPOTIOrMYECKUX PACCTPOICTE Ha hoHe

Cy6aanHOH,I[aJTLHOF0 KPOBOH3IIUAHMS,

DapmakoxkuneTHKA

ADcopbums - npakTHYecKH NonHas. Bbuonoctymuocets - 8-12% (BRIpaKeHHBIH >(dext
'TICPBOTO  MpOXOJXK/eHHs" depes NetucHb). Bpems HocTmkeHus MakcuMansHol KOHIIEHTpaIiu
(Temax) - 0.5-1 4, mMakcumanbHas koHUueHTparms (Cmax) cocraenger 31 ur/mia. PapHoBecHas
KoHneHtparwms (Css) (wepes 0.6-1.6 1 nocre OYEPEHOro MpuemMa) B 1naasMe coctasiser 12.3-17.5
HE/MIT Yy MONOABIX B 26 Hr/Mn - Y TOXWIBIX JHOAeH. OTMEUaeTcs NnponopluHOHATBHbIH poct
KOHUEHTPALKH B ITa3ME [P TIOBBIIEHHUH PA3OBOH 0351 ,ub 90 mr.

Humomumun B smauntensHoit crememu CBA3LIBAETCA ¢ OENKaMM TIIa3MBI KPOBH (97-99%).
[ponukaer uepes NnaneHTapueii Gapbep. KoHueHTparms HUMOMMIHHA M ero METabOIUTOR B
TPY/HOM MOJIOKE CYIIECTBEHHO NMPEBBIIIAET KOHIEHTPAIMIO B I7Ta3Me KPOBH.

Besogutes moukamu (Meree 1% - B HenaMeHeHOM BUIIE) U ¢ Kemubio (99%) B BHIE MeTaGoIHTOR
(nepeocTenennyio  pornb UIpAIOT  JICTUAPOreHU3alMs  IMIMAPONUPHANHOBOIO  KONbla W
OKMCIHTENIEHOE  pacuienieHue  CloKHBIX atupos).  MetaGonuTel NPaKTHYECKH  JTHIIEHHI

dapmaxonoruyeckoii akrueHocTH, KifeTHka BBIBEICHHS - TUHEHHAs.

Iloxkasannst k npuMenenuio:

[podunaxtuka n nevenne wiemuueckix HEBPOJIOTHYECKUX PACCTPOHCTE, BLIZBAHHBIX CIAZMOM
COCYNOB TONIOBHOTO MO3ra Ha (oHe cybapaxHOWAANLHOrO KPOBOM3JIMAHUS BCIEACTBUE pasphlBa
aHEBPU3MBI (TIOCTIE IPOBECHNS BHYTPUBEHHOM Tepanuyi HHQY3HOHHEIM PACTBOPOM); BEIPAIKEHHBIE
HapymeHHs PYHKUUH [OJOBHOTO MO3ra Y TOXHIBIX (B T.4. CHIDKCHHE MaMATH U CNOCOGHOCTH K

KOHICHTpau BHUMAHHWA, SMOLUOHAILHAS Ha6HJ]bHOCTB).

IlpoTHBONOKATAHNMS:
Bepemennocts, nmaktaums, wHIMBHYaTHHA HETICPEHOCHMOCTh K KOMIOHEHTAaM  TIperapara,
BLIPEKEHHBIE HAPYIIEHUS (YHKIMI Hevern (A Tepanmi HapymeHni (yHKIHi MO3ra), Tepanus

NPOTHEOSMUICITHYCCKMMH CPEAICTBAMI, OIHOBPEMEHHOE TIPUMEHEHHCE ¢ prudammunrHOM, Bospact
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1o 18 jer.

C ocToposknocTbIO

AprepHanbHAas THIOTEH3Ms (cucTOMMUecKoe apTepHANEHOE JaBieHHe Menee 100 wMm pT.CcT.),
BLIDKECHHAs  Opa MKapims, wimemus MHOKApaa, Tskenas —cepjednas HEI0CTaTOYHOCTS,
BEIPIKEHHAS XPOHHYECKAs ITOYeqHas (CKOpOCTE KITYB0YKORO PubTpauun Menee 20 MJI/MUH)
W/ TIeYeHoYHas HEJIOCTaTOYHOCTE, BHYTpHYEpeHas THIIEPTCH3US, TeHePaTM30BAHHLI OTek
TKaHEH TOJIOBHOTO MO3TA.

C ocropoxnoctsio CHICAYET HA3HAYATL OJHOBPEMEHHO c AU3OMUPAMUIOM ¥ (IIeKaHHAMHU I0M
(BO3MOXKHO yCHIIeHHe BBIPAKECHHOCTH OTPUIIATENHLHOMO MHOTPOMHOTO JeHcTBus).

Crenyer cobmonars OCTOPOKHOCTL Y MOXNKHIIBIX TALUMEHTOR BCIEICTRHE HauOOMbILEH BeposSTHOCTH

BO3PACTHBIX HAPYIIEHHH PYHKI[HH Moyek.

Cruoco npumenenns u 10361

Buytps, TtaGrerku CACAYET TNPOrNaThiEaTh LENMKOM, 3ammBas HEOOTIBIIMM  KOTHYeCTROM
KUIIKOCTH, HE3ABHCHMO OT TIpUEMa MHIH, Hutepsant Mexy mpremanu AOTGKHBI COCTABIIATE He
Menee 4 4. Tlpu oTcyrcTeum Ap. HasHAYEHHH PEKOMCHIyeTcss cobmionats CIENYIOIIMH pexum
JNO3UPOBAHNS:

1. CyBGapaxnonpansuoe KPOBOM3NIMAHKE MOCTe pasphiBa aHEBPU3MEL. Pexomeniyemas nosa - 60 mr
6 pas B CyTKH B Tevenne 7 CyT (mocne uidy3HoHHOI TEPAMH PACTBOPOM HHMOIHUITHHA).

2. Hapymenue ¢pynxmuuii TOJIOBHOTO MO3Ta Y HAUKEHTOR TIOKIION0 Bospacra. Pekomenayemas

Ao3a — 30 Mr 3 pasa B cyTku.

Hobounoe geiicTeHe

Annepeuneckue pearyuu: KOxHbIH 3V, CHITIb.

Co cmopons CePOCUHO-COCYOUCTOTE Cremembr- CHIKCHUE apTEPHANLHOTO JaBIeHNS, Opamwkap aus
WM TaXHKap/Ius, apuTMHH, THTIEPEMHS KOMWH THI4, PasBHTHE WM YCYryONeHHe MMeBIueiics
CEPACYHOH HENOCTATOMHOCTH W HINeMHH MHOKapa (ocobeHHo y GombHBIX ¢ TAKENBIM
OGCTp._VKTI/IBHBIM TIOpAKEHUEM KOPOHAPHEIX apTepHif).

Co cmoponwt acenydouno-xumeunozo Mpaxma: TOIHOTA, JHAPEA HITH 3arop, METEOPHU3M, CYXOCTE
BO pTY, M3MeHeHWe ammeTuta (0GB TIOBRIICHUE), THITEPIIA3Ha TeceH (KpoBOTOUMBOCT,
DonesneHHoCTE, OTEUHOCTB), B PEJIKAX CTydqagx — MapamuTHYECKas KUIICYHAS HETIPOXOIMMOCTD.
Co cmoponvr nepenoii cucmenn;: TOJ0BHAaA GO, TOJIOBOKpYKEHHE, acTeHHUS, IKCTPAHpaMUHEIC
HapymeHus (arakcus, MackooGpazHoe IO, MBINEYHAS PUTHAHOCTE, TPEMOp, 3aTpyaHeHue
TTIOTAHUS), CHMIITOMBI BO3OYKIEHHS NeHTpaTbHOil HEPBHOM cHCTEMET (Gecconnnua, morkImeHHAs -
ABHTATCNIBHAS  aKTHBHOCTD, BO30YKICHNE, arpecCHBHOCTE),  dempeccud, upesMepHas

YTOMIIIEMOCTD, COITHBOCTD,
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Co cmoponvt cucmenp Kposemsoperus. TPOMOOLUTONEHH S, arpa”yIomuTOos,

Co cmopons dvixamenvnoi; cucmens; 3aTPY/IHEHHE IBIXAHHAS, KallCb, CTPHIOPO3HOE NIBIXAHHE,
Co cmopons OROPHO-08UAMERBHOL CUCIEMbL - Gome3sHeHHOCTE 1 oTeyrOCT, CYCTAROB.

Brusinue na nabopamopusie noxazameny: TOBBIIICHHE aKTHBHOCTH "Mevenoqnprx” TpancaMHHas3,
ea09HOH  ocdaTazer u FaMMa-riyTaMunTpanchepassr, Hapyienve QyHKuuM moyek ¢
TOBBIIICHAEM KOHLEHTPAIHY MOYEBHHE! 1/1TH KpeaTHHHHA B TIa3Me KPOBH.

Hpouue: nepuieprueckue OTCKH, MOBBIMICHHOE TOTOOTAENCHHE, CHHKEHUe byHKIHE  oYek

(HOBBIU_IGHI/IE: KOHUEHTpanuu MOYEBHHEI, FHHepreaTHHI/IHeMHH), ranaxkTopes, YBCIIMUCHHE Macchbl

Hepexosuposkas:

Ipu ocrpoii fepenosuposke Humonmua moryr BOSHUKHYTE CIIEIYIOLIME CHMIITOMBL: 3HAYNTEIbHOE
cHkenne AJl, Taxukapams um Opaaukapmus, Gonm b STUIACTPHH, Pa3/IMUHbIE HEBPOJIOTHYECKHe
paccTpolcTra.

Ipn  mossrennn  cummromo OCTPOH  Nepeno3npoBKH PHUMEHCHHE  HUMOIMIIMHA  HYKHO
HEMCIUIEHHO TIpeKpaTHTh, Meponpustus no oxasamo HEOTIIOXKHON oMoy rpu Nepe103upoBKe
OMPENICIUOTCS ee cuMuTOMaMu, Ecin OTMEYACTCA 3HATMTENLHOE cHxenne AJl, crnemyer Beecty
BHYTPUBEHHO JIOTIAMUH WM HOpanuHepuH. Tak kax cneLr(uYeckue aHTHIOTE] HUMOJIHITHHA He
M3BECTHEL,  JaNbHeHmas — Teparug APYTHX  CHMTITOMOE  Teped03HpoRKH AOMKHA  OBITh
CUMIITOMaTHYeCKOH.  Tlepras OMOIUb  BKIHOYAET  NPOMBIBAHHE KENYOKAa U npHem

AKTHBHPOBAHHOTO Y4,

Biaumopeiicreue ¢ APYTHMH UpenapaTamu:

Kcenobuotuku, BIMAOIIME Ha  aKTHBHOCTL usohepMenTa CYP3A4, wmoryr  wmensms
MeTabolnaeckuii Kmpenc HUMOUNHHA.

HMexons wz onmira IIPUMEHEHUS HUGENNNHHA, MOKHO OKUIATE, Y4TO pudamnuimsy, HHIYLHPYs
AKTHBHOCTb  (DepPMEHTOB TeueHy, CIOCOBCH  YCKOPUTE MeTaBonmsm HUMOIMNHMHA U npu ux
OIHOBPEMEHHOM TIpUMEHEHH U shderTHBHOCTE HUMOHMIHA CHMIKAETCA.

Mpemmecteyromee  amurensuoe HasHAYEHHE MHIYKTOPOR MHUKPOCOMATIBHOTO  OKHCIIeHHY
((penoGapburana, (bernTONHA MM kapOaMaseniHa) moepimaer MeTaboNi3M HHMO U A,
U'peiindpyTopsii cox NOJABIgET MeTaboIu3M Auruaponupuantos. Coveranuy rpeiindpyrororo
COKa W HUMONMITHHA Crlemyer usberate, TK. 510 Moker TIPUBECTH K HempenckasyemMomy
TMOBBIICHHIO KOHUEHTPAUMK HUMOIUITHHA B mnasme. OMHOBpeMeHHOe [IPUMEHEHHE HHMOIUTIMHA ¢
LUMETHIMHOM HIIH BATBNPOCBOM KUCIOTO TAKKE MOXKET TIPUBECTH K MOBBIITEHHTO KOHUEHTpaIyu

HUMOJUTIMHA B 1iTa3zmMe,

CO‘IET&HHOC OpUMCHEHHE HUMOIMIIMHA | CI)HYOKCSTHHH COTIPOBOIKJIACTCS [MOBBIIIICHHEM
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KOHLCHTPALMH HUMOJMIMHA B TMasMe (Ha 50%), TpY OTOM  KOHNEHTpalus (iryokcernHa
SHAYUTEIBHO CHUIKACTCS, 8 KOHLEHTPAUHS €r0 aKTHBHOTO MeTaboIHTa ﬁopdmyOKceTHHa ocTaeTcsa
HEH3MEHHOH,

OnHOBpeMeHHOE  HTENBHOE TPUMEHCHHE HHMOMMNIHHA M HOPTPUNTHIHHA MPHBOMUT K
HEDOIBIIOMY CHIKEHHIO KOHIEHTPAUHH HUMOHIIHHA (TIpH 3TOM KOHIICHTPALINS HOPTPHITHIINHA B
IIA3MC KPOBH HE HM3MeHsdeTcs). VY MAauWeHTOB, HAXOAANMXCS Ha JAONTOBPEMEHHON Tepanuu
FalolCPpHIoNOM,  He  ODHApYXKeHO  JIeKapCTBEHHOTrO B3aUMONCHCTBUA ~ HUMOIHMIIHHA ¢
rajioNnepuIonomM,

Humomumun npu ognospemennom BHYTPHBEHHOM HA3HAYEHHH C 3MIOBYAMHOM MPHBOIHT K
SHATUTETBHOMY YBEIMIEHHIO TUIOIAAN MO KPHEOI “KOHLEHTpauua-epems» (AUC) mocnennero u
CHHKEHHIO 00BEMa ero pacrpeieicHus u KJIHpeHca.

[Monasaser MetaGonusm Ipa3o3uHa u zp. anbfba—a,upeHoGnc)KaTopos, BCHICJICTBHE YET0 BOIMOIKHO
YCHIICHHE UIIOTEH3UBHOrO 3(deKxTa.

Y NauMenToB, MPUHUMAKOMMX IHIOTCHIHBHLLE npenaparsl (IUYpeTHKH, Oeta-ajpenotnokaTopst,
MHTHOHTOPB! aHIHOTeH3HHIPEBPAIAIOMIEr0 thepmenTa, aHTaroHHCTH PELENTOPOB aHIHOTEH3UHA
I, mpyrme BMKK, anb@a-aﬂpeﬂoﬁnoxampm, METHIIIONA, CHMIATONMTHKE H JIp.), Ha3HAueHHe
HumMoruna yennusaer BripakennocTs TUMOTEH3UBHOrO fielicTBus. B CHIIy BTOrO BO BpeMs
MPUMCHCHIA HHMOMIMITHHA HENIOTYCTUMO BHYTPUBEHHOE BBEJICHHIE OeTa-aipeHobIoKaTopos.

C  OCTOPOKHOCTBIO ChENyeT HasHauaTh OAHOBPEMCHHO ¢ JIU3OMMPAMHIOM, (JIeKanHHIOM,
HPOKaHHAMMIAOM, XUHHUIHHOM W JPYTHMU TIpenapaTaMH, BBISHIBAIONMMH YJUTHHEHNE HHTEpBAlA
Q-T (Bo3moxHO yeumenue BBIPAKCHHOCTH OTPHLATENLHOTO HHOTPOITHOTO NEHCTRHA W VIUIMHEH S
uHTepBana Q-T).

OnnoBpeMeHHOE HazHauenme ¢ HAMOJMIHHOM  TIOTEHIHATBLHO He(pPOTOKCHYHBIX npenapaTos
(Harpumep, aMHHOIIMKO3H/I0R, uedanocropunos, (ypocemua) MOKET npHBECTH K HAPYIIEHHIO
byHKIHK Mouek. B cnyyae HeoBXommMOCTH Hx OAHOBPEMEHHOTO NPUMEHENHS, & TAKKe Y GONBHBIX
C MOYCHHOH HEeNOCTATOYHOCTBIO, JNEeUeHHe NOIBKHO [IPOBOAMTECA MO TIIATENEHBIM KOHTpPOJIEM
dynkumn nouex. Ipu ofHapykenuu HApyWeHust (YHKUMA MOYEK TIPHEM HHMONUITMHA clenyer
[IPEKPATHTE,

Yeunupaer aputmorennoe neficaie JICKapCTBEHHBIX TIPEHAPATOB, CMIOCOGCTBYIONMX BHIBEIEHIIO
HOHOE Kanus. [ToBbIIaeT puck pasBuTHs 110609HbIX 2(eheKTOB cepaeHHBIX MHKO3MAOB, XMHUJIMHA,
Kapbamasenyna, UHKIocnopiHa, Teo(punImHa, BanLnpoeeoii KUCJIOTBI, [IPETapaToB JTUTHA,
lunoTensunpiii sddexr YCWTUBACTCA MPH OJIHOBPEMEHHOM HA3HAYECHHH C HMHTANAHOHHLIME
AHEeCTETHKAMH.

l'unorensuenbii addert camiaror CHMIATOMUMETHKH, HECTEPOH/IHEIE NPOTHBOBOCIATHTE ILHLIC
Ipenapare! (1IogaBIeHHe CHHTEA npoCTarnaH):[MHOB, 3a1epKKa HanHﬂ M XKMIIKOCTH B OPTaHH3ME),

SCTPOTEHBI (3aAePKKa KUIKOCTH B OpraHuzme).
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Ocobbre ykazanns:

HazHauenne HUMOIMIIMHA  MAUMEHTAM  TOKIIIOrG BO3pacra ¢ GomblMM  KommuecTROM
CONYTCTRYIOIMMX 3abonesannit, TAXKENOH moyeunoii HENOCTATOYHOCTELIO (ckopocts KITYOOUKOBOIH
ueTpanun Menee 20 MI/MHH) H TSDKeTbIMu CEPACTHO-COCYANCTRIMU 3a60MeRaHMsMY JOIDKHO
OBITE 0COBeHHO TIaTemREO obocHoBano. Bo BPEMS Tepanunm W rocne ee OKOHYaHUS Takue
[IATHERTHl HYKNaroTes B perynaprom BpaueGuom HabmoAeHH (BKmouay HEBpOsIOTHYecKoe),

Y nauwmentor ¢ HApYIWeHnsaMu byHKIMH evenn ms-3a CHHXKEHUST MHTEHCHBHOCTH BBEIPAKEHHOr 0

s dexra «meproro TIPOXONKICHUD) Yepes meyens u SaME/UIEHHA MeTaboNHuecKojt MHAKTHBAIHH

HEDGXO,I(HMDCTH IpUMeHeHNe HUMOIHOHHA Clnenver HPEKPaTHTE.

Heemotps na OTcyTCTBHE v BMKK CHHJIpOMa  "OTMeHE", lIlepen npekpamienneM nevenus

pGKDMBHJ_'[yeTCH nocrenenHoe YMEHEBITIeHHE H03.

3AHATHH Ap. TOTEHIHATLHO ONacHLIMH BHIaMH I[BHTGHBHOCTH, TpCﬁ}’H)H_IHMH HOBBIICHHOH

KOHUeHTpauu BHUMAaHHUg u 6I:ICTp0TBI HCHXOMOTOpHHX PeaKImii.

Dopma BeINyCKa:

MCJ]HLIHHCKOM}’ HNPUMEHEeHHIO,

Yenosus xpanenns:

B cyxom, 3AIIUIIEHHOM OT ¢BeTs MECTe, TIpU TeMIepaType He Boire .- e

XpaHuts B HEA0CTYIIHOM Jntst fieTeit mecTe.

Cpoxk rogmocru:

3 roxa.

He ucnonssosarr, npelnapar no werevenmy CPOKA TOHOCTH,
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YenoBus oTnycKka U3 anrek:

ITo perenrty.

IpoussoauTtenn

Cumnexe ®apwma IpT.JITH
B-4/160, Cadnapmkanr Duxier, Heio Hemu - 110 029, Munus.

IKCKIIOZHBHBIH MOCTABLIHIK

KOPAI-MEL,
CORALMED

Ilperensnn npunuMatoTes mo aapecy: 119571, r. Mocksa,
yi1. 26 BaknHeKux KoMuccapos, 1.9 od.62. Tei.: (495) 93576 65

IIpencraputens hupMer Payxernr Apopa
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